Amendment No. 2 to Contract
on Clinical Trial

concluded on 12. 11. 2015 by and between

F. Hoffmann-La Roche Ltd, having a place of
business at Grenzacherstrasse 124, 4070 Basel,
Switzerland

(Hereinafter referred to as the ‘Sponsor’)

and

Contractual research organization

IQVIA RDS Czech Republic, s.r.o., having a place
of business at Pernerova 691/42, 186 00 Prague 8,
Karlin, Czech Republic, Identification number: 247
68 651, Tax Identification number: CZ247 68 651,
formerly Quintiles Czech Republic, s.r.o.
(Hereinafter referred to as the ‘Contractual research
organization’)

and

Fakultni nemocnice Hradec Kralové, Sokolskd
581, Hradec Kralové — Novy Hradec Kralové, Zip
Code 500 05, Czech Republic, Identification number:
00179906, Tax identification number: CZ00179906
represented by prof. MUDr. Vladimir Pali¢ka, CSc.,
dr. h. c., Director, Provider of medical services,
(Hereinafter referred to as the ‘Provider’)

and

I -drcss: I
I :tc of birth: [N

Bl address of the workplace: II  interni
gastroenterologickd  klinika Fakultni nemocnice
Hradec Krélové
(Hereinafter referred to as the “Principal
Investigator)

Preamble
WHEREAS:

A. The Parties have concluded on 12 November
2015 the Contract on Clinical Trial, (hereinafter
the ,,Agreement), as amended by the
Amendment No. 1 dated 30 January 2018,
Protocol No. GA29103,

B. The Parties wish to change the terms and
conditions of the Agreement as set out below.
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Dodatek ¢. 2 ke Smlouvé
o klinickém hodnoceni

uzaviené dne 12. 11. 2015 mezi

F. Hoffmann-La Roche Ltd, se sidlem
Grenzacherstrasse 124, 4070 Basilej, Svycarsko
(déle jen ,,Zadavatel*)

a

Smluvni vyzkumna organizace

IQVIA RDS Czech Republic, s.r.o., se sidlem
Pernerova 691/42, PSC 186 00, Praha 8, Karlin,
Ceska republika, IC: 247 68 651, DIC: CZ247 68
651, diive Quintiles Czech Republic, s.r.o.

(dale jen ,,Smluvni vyzkumna organizace*)

a

Fakultni nemocnici Hradec Kralové, Sokolska 581
500 05 Hradec Krilové — Novy Hradec Kralové
Ceska republika, IC: 00179906, DIC: CZ00179906,
zastoupend prof. MUDr. Vladimirem Pali¢kou, CSc.,
dr. h. c., feditelem, poskytovatelem zdravotnich
sluzeb,

(déle jen ,,Poskytovatel*)

o

I s
I i:cum narozeni: [
B odcsa  pracoviste: I interni

gastroenterologickd klinika Fakultni nemocnice
Hradec Kralové
(dale jen ,,Hlavni zkouSejici‘‘)

Preambule

S OHLEDEM NA TO, ZE

A. Strany uzaviely dne 12. listopadu 2015 Smlouvu
o klinickém hodnoceni (dédle jen ,,.Smlouva®), ve
znéni Dodatku ¢. 1 ze dne 30. ledna 2018,
protokol ¢. GA29103,

B. Strany maji zdjem zménit ndleZitosti a podminky

Smlouvy tak, jak je stanoveno nizZe.



NOW THEREFORE THE PARTIES HAVE SE STRANY DOHODLY A UZAVRELY

AGREED UPON AND CONCLUDED THIS NASLEDUJICI
Amendment No. 2 to the Agreement Dodatek ¢. 2 ke Smlouvé
Article 1. Clének 1.

The Parties agreed on the following changes in the Strany se dohodly na nasledujicich zménach v
Article XIII. “Financial aspects”, Paragraph 2. Clanku XIII. “Finan¢ni aspekty”, Odstavci 2.

I . of the Agreement: M Smlouvy:

1. The Paragraph 2. “||| | || NN’ of 1. Odstavec 2. .G Clinku XIIIL

the Article XIII. “Financial aspects” of the “Finan¢ni aspekty”, Smlouvy se rusi a
Agreement is deleted and replaced as follows: nahrazuje nasledujicim znénim:
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Furthermore, the Parties wish to replace the
references to data protection legislation with the
Regulation (EU) 2016/679 of the European
Parliament and of the Council.

Article I1.

The Parties hereby agree that all other terms and
conditions of the Agreement shall remain unaffected
by this Amendment No. 2.

Article II1.

1. This Amendment No. 2 shall become effective
upon its publication in the Register of Agreements.
The Parties hereby agree that visits and procedures
under Article I. of this Amendment No. 2,
performed during the period from the date 19 April
2018 when was the Protocol Amendment version 6
dated 25 January 2018 approved by the relevant
ethics committees and regulatory authorities, until
the effective date of this Amendment No. 2, shall
be deemed as performance of the Agreement as
amended by this Amendment No. 2 and the rights
and obligations arising out of this performance are
governed by the Agreement as amended by this
Amendment No. 2.

Smluvni strany maji ddle zdjem o to, aby odkazy na
zdkony upravujici ochranu osobnich udaji byly
nahrazeny Nafizenim Evropského parlamentu a Rady
¢. 2016/679.

Clanek II.

Strany timto souhlasi stim, Ze vSechny ostatni
néalezitosti a podminky Smlouvy zlstavaji timto
Dodatkem €. 2 nedotceny.

Clanek III.

1. Tento Dodatek ¢. 2 nabyvad ucinnosti dnem
uvefejnéni v registru smluv. Smluvni strany timto
souhlasi, Ze navStévy a procedury uvedené v
¢lanku I. tohoto Dodatku ¢. 2, uskute¢néné
vobdobi od 19. dubna 2018, kdy doslo ke
schvaleni Dodatku k protokolu verze 6 ze dne 25.
ledna 2018 piisluSnymi etickymi komisemi a
regulaénimi organy, do data dcinnosti tohoto
Dodatku €. 2, se povazuji za plnéni Smlouvy ve
znéni tohoto Dodatku €. 2 a prdva a povinnosti
zngj vzniklé se fidi Smlouvou ve znéni tohoto
Dodatku ¢. 2.

2. Poskytovatel, Zadavatel a Smluvni vyzkumna
organizace timto berou na védomi, Ze tento
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2. Provider,

Sponsor and Contractual research
organization hereby acknowledge that this
Amendment No. 2 shall be published to Act no.
340/2015 Coll., on Agreements Register. As and
between the Parties, Provider agrees to publish this
Amendment No. 2 pursuant to the foregoing. Any
information which constitutes trade secret of either
Party is exempted from such publication. For the
purposes of this Amendment No. 2 and the
Agreement, such trade secrets include, but are not
limited to, the design of individual visits described
in the payment table/s in Article XIII. to the
Agreement — Financial aspects, minimum
enrollment goal, expected number of Study
subjects enrolled and the expected duration of the
Study. Furthermore, personal data of individuals
are also exempt from such publication, unless they
have been previously published in another public
register. The Provider is obliged to publish this
Amendment No. 2 in accordance with the article
herein above. Should the Provider fail to publish
this Amendment No. 2 within 5 working days from
its full execution by all parties, it may be published
by the Contractual research organization or
Sponsor.

The estimated value of financial payment under the
Agreement, as amended, shall be approximately
CZK 965 680.

. Before the signing the Amendment No. 2, the
Sponsor send to the Provider the final version of
the Amendment No. 2 in a machine-readable
format with blinded text which is trade secret.

. This Amendment No. 2 has been written in Czech
language and English language version, the
priority has the Czech language version.

. This Amendment No. 2 has been written in four
counterparts, each contracting party obtaining one
of them.

. In witness of their consent to the wording hereof,
the Parties sign this Amendment No. 2.
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. Tento Dodatek ¢.

Dodatek €. 2 bude uvetejnén v souladu se zdk. €.
340/2015, o registru smluv. Za uvefejnéni
odpovidd Poskytovatel. Takovémuto uvefejnéni
nepodléhaji ty udaje, které tvoif obchodni
tajemstvi nékteré ze smluvnich stran. Pro ucely
tohoto Dodatku ¢. 2 a Smlouvy se obchodnim
tajemstvim rozumi zejména rozvrzeni a popis
jednotlivych ndvstév uvedeny v platebni tabulce /
platebnich tabulkdch v Clanku XIII. Smlouvy —
Finan¢ni aspekty, minimdlni cilovy pocet
zafazeni, oCekdvany zarazeny pocet subjektil a
oc¢ekdvand délka trvani Studie. Déle nebudou
takovémuto uvetejnéni podléhat osobni udaje
fyzickych osob, ledaze jsou jiZ uvefejnény v
jiném vefejné¢ piistupném registru. Neni-li
Dodatek €. 2 uvetejnén Poskytovatelem ve lhaté
5 pracovnich dni od jeho podpisu vSemi
smluvnimi stranami, jsou k jejich uvefejnéni
oprdvnéni Smluvni vyzkumnd organizace C¢i
Zadavatel.

Predpoklddand hodnota finanéniho plnéni dle
Smlouvy ve znéni Dodatku €ini pfiblizné 965 680
Ke.

. Pred podpisem Dodatku ¢. 2 Zadavatel zasle

Poskytovateli findlni verzi Dodatku ¢. 2 ve
strojové Citelném formétu s podbarvenym textem,
ktery povaZzuje Zadavatel za obchodni tajemstvi.

2 je vyhotoven v Ceské
jazykové verzi a vanglické jazykové verzi,
pri¢emz prednost ma Ceska jazykova verze.

. Tento Dodatek ¢. 2 byl vyhotoven ve ctyfech

stejnopisech, pficemz kazdd smluvni strana

obdrZ{ po jednom.

. Na dukaz souhlasu se znénim Dodatku ¢. 2

pfipojuji Strany své podpisy.

Zadavatel



Sponsor

Signed by IQVIA RDS Czech Republic, s.r.o., under a
Power of Attorney, for and on behalf of F. Hoffman — La
Roche Ltd:

Name:
Position:

Signature:
Under a Power of Attorney IQVIA RDS Czech Republic,
S.I.0.

Date: 2. 7. 2018

Principal Investigator

Name: [N

Signature:

Date: 17. 7. 2018

Medical Facility

Name: prof. MUDr. Vladimir Palicka, CSc., dr. h. c.
Position: director

Signature:

Date: 16. 7. 2018

Contractual Research Organization

Name:
Position:

Signature:
Under a Power of Attorney IQVIA RDS Czech Republic,
S.I.0.

Date: 2. 7. 2018
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Podepsano spole¢nosti IQVIA RDS Czech Republic, s.r.0.,
na zékladé plné moci v zastoupeni F. Hoffman — La Roche
Ltd:

Jméno:
Funkce:

Podpis:
Na zdklad¢ pIlné moci IQVIA RDS Czech Republic, s.r.o.

Datum: 2. 7. 2018

Hlavni zkouSejici

Jméno: [

Podpis:

Datum: 17. 7. 2018

Zdravotnické zarizeni

Jméno: prof. MUDr. Vladimir Palicka, CSc., dr. h. c.
Funkce: reditel

Podpis:

Datum: 16. 7. 2018

Smluvni zdravotnicka organizace

Jméno:
Funkce:

Podpis:
Na zédklad¢ plné moci IQVIA RDS Czech Republic, s.r.o.

Datum: 2. 7. 2018



